Iy

I

3 ?‘ m#‘—; %‘a gq"‘;}% A /P']%é‘%ﬁ

Guidance for Pre-Clinical Testing of Electrocardiograph
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S € 31 ? K B2 Fimit o £ £ i £ % 57 (Regulation number) %2 # #%] (Identification)

o 238 1 E2340 < § Bl 2= B (Electrocardiograph)
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A S-#if 2 445 (Product description and specification)

1. & #k(Power supply)

2. ® =t (Dimension) ~ £ & (Weight)

3. 3 (¥ 7k 8 (Operating conditions) ~ &% 75 ¥ 3. (Storage condltlons)

4. B R|EEr -2 7 #&15E Bl(Amplitude measurement) ~ % ¥ £ Jp|(Interval measurement)
5. ﬁ%l » 12 Input impedance)

6. H & X T(Required gain)

7. % #4F % (Common mode rejection)

8. Jaia E(Filters)



9. # % (Baseline)-#

10. #F & (% #) 2 & (Frequency (high frequency) response)
11. #% (11 4E ) 2 & (Impulse (low frequency) response)

12. 31;]/\ MELAR

t# & (Linearity) * #- f& # [](Dynamic range)

7 #2342 & (Noise level) ~ #f 3¢ ¥ + # (Channel crosstalk)

13. P~ 2L 2 & tf(Sampling and amplitude quantization during data acquisition)
14. 3z4ki¢ & (Recording speed)

% 22 B 2E% T (safety and performance data)
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(Electrical Safety test)
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(Electromagnetic
Compatibility test)
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3.3k R AT PR
(Software Validation
test)
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(Performance test)

1. $REmAE-¢ 7 312 P(Amplitude

measurement) ~ % ¥ & /B|(Interval measurement)

2. gL s B 4rfopFendp o (Indication

of inoperable electrocardiograph)

o fe % 5Lip|2&(Test of lead network)

w 44 PF /F (Recovery time)

ﬁi%] » e FInput impedance)

H# Z 3K ¥ (Required gain)

+ #i-4F % (Common mode rejection)

i ¢ @t < 2 (Overload tolerance)

Tk B (Filters)

0. & % (Baseline)-# 7 f2: 42 & (Noise level) ~ #f

i &+ #(Channel crosstalk)

11. #F & (% #7) 5 & (Frequency (high frequency)
response)

12. #% tbe( <47 ) 55l (Impulse (low frequency)
response)

13. ﬁig?] » UELSUE & (Linearity) ® #+ £ 4 ]
(Dynamic range)

14, B~ 45 8L 2 J=+5 £ * (Sampling and amplitude
quantization during data acquisition)

15. 7160~ 2+ TR EEFE @ ﬁi«%] (Printing, electronic
storage and transmission)

16. 3% &y 1-¢ 2 PER 2 ¥ 2 4557 (Time and
event markers) ~ ;&4xi# & (Recording speed) ~
PF R 2 J& tg e 4k ¢ (Time and amplitude ruling)
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17. & &= E &1 i 4 (Pacemaker pulse display
capability)
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